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DETAILED ACTION 

1 . This action is responsible to the amendment filed on 1 1/07/2008. Claims 1 -62 
are pending. Claims 1, 21, 33, 38, 43, 50, 55, and 60 are independent. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1-62 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The recitation "wedge shaped" in Claims 1, 
21 , 33, 38, 43, 50, 55, and 60 does not have sufficient support in the original disclosure 
and is considered as new matter. The term "wedge" at least can be defined as either 
"any shape that is triangular in cross section" or " a polyhedral solid defined by two 
triangles and three trapezoid faces ." 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 1 -41 , 43-48, 55, 60, and 61 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Evans et al (US Pat. No.: 5,681 ,334) in view of Nash et al (US Pat. 
No.: 5,662,681 ) and Goble et al (US Pat. No.: 5,702,397). 

In regard to Claims 1-41, 43-48, 55, 60, and 61, Evans et al discloses a vascular 
closure assembly, comprising: a collagen (22); a suture (24A, 24B, and 24C) extending 
through the collagen; a housing (46); a tamping tube (28); a straight channel (48); a 
suture locking mechanism (movement of inner surface of 48, Col. 8, lines 40-57) 
residing in the housing; wherein the vascular closure mechanism comprises a non- 
locked position (the non-locking position occurs when 48 is not collapsed, Col. 8, lines 
40-57) and a locked position (the non-locking position occurs when 48 is collapsed, Col. 
8, lines 40-57); wherein the suture would engage the suture locking mechanism; 
wherein the locking mechanism has at least one locking element (inner surface of 48), 
wherein the at least one locking element has a first orientation (the first orientation 
occurs when 48 is not collapsed, Col. 8, lines 40-57) and a second orientation (the 
second orientation occurs when 48 is collapsed, Col. 8, lines 40-57); the first orientation 
providing the suture with a relatively non-tortuous path; the second orientation providing 
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the suture relative tortuous path (Fig. 14 and Col. 8, lines 40-57); the tortuous suture 
pathway is formed by narrowing of the channel (Fig. 14 and Col. 8, lines 40-57); 
wherein the housing includes a distal open end. 

Evans et al doe not appear to disclose an anchor, the channel comprises at least 
one curved portion, and the claimed structure of the suture locking assembly or the 
claimed suture locking mechanism. Evens et al also does not appear to disclose that 
the suture locking mechanism including a wedge shaped portion. 

However, Nash et al teaches a vascular closure assembly, comprising: an 
anchor (32). Evans et al and Nash et al are analogous art because they are from the 
same field of endeavor. At the time of the invention, it would have been obvious to one 
of ordinary skill in the art, having the teachings of Evans et al and Nash et al before him 
or her, to modify the vascular closure assembly of Evans et al to include an anchor as 
taught by Nash. The suggestion/motivation for doing so would have been to maintain 
the vascular closure assembly to be secured to the vascular aperture (Nash et al, Fig. 
3). Applicant should be noted that the curved portion of the channel is only a design 
choice and within the skill of one of ordinary skill in the art. 

Furthermore, Goble et al teaches a system comprising: a housing (101), a 
channel (103); and a suture locking mechanism including a wedge shaped portion 
(wedge shaped gear unit of 107, Fig. 13); wherein the locking mechanism changes from 
the non-locking position to the locking position by sliding movement (Fig. 13, slide 
movement of suture and cylinder 107 along the channel); wherein the wedge shaped 
portion of the locking mechanism is spaced apart from the housing (Fig. 18); wherein 
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wedge shaped portion of the locking mechanism is in engagement with the housing 
(Fig. 18); wherein the wedge shaped portion of the locking mechanism includes a planar 
surface (the planar surface of each wedge shaped gear unit); wherein the suture locking 
mechanism comprises at least one channel (103) through the housing; wherein the at 
least one channel is arranged such that it provides a substantially non-tortuous suture 
path when the suture locking mechanism is in the non-locking position; and the at least 
one channel is arranged such that it provides a substantially tortuous suture path when 
the suture locking mechanism is in the locked position (Fig. 18); wherein the non- 
tortuous path is substantially parallel to the suture and the tortuous path has at least a 
portion that is substantially non-parallel to the suture (Fig. 18); wherein the channel is 
substantially straight (Fig. 18); wherein the channel has at least one bend (the channel 
103 has a curved wall, Fig. 18); wherein the locking mechanism is triangular shaped 
(the wedge shape gear unit of 107 is triangular shaped); wherein the locking member 
includes at least three exterior surfaces (surface areas of gear units and wall of the 
housing); wherein the locking mechanism includes at least one exterior surface 
arranged for engagement by the suture; wherein the suture locking mechanism 
comprises at least one pair of mating surface (Fig. 18); wherein the channel comprises: 
a wide end (109); a narrow end (105); and at least one curve; wherein the narrow end 
comprises a notched surface (Fig. 18); 

Applicant should be noted that it is only a design choice and within one of 
ordinary skill in the art to modify the vascular closure assembly of Evan et al to include 
the suture locking mechanism as taught by Goble et al. It would have been obvious to 
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have applied any of the various suture locking mechanisms or device as taught by 
Goble et al instead of that disclosed by Evans, as merely an obvious alternative suture 
locking mechanism or device capable of performing the same task in the same manner 
as Evans's. Applicant should be noted that it is only a design choice to make the wedge 
shaped portion includes either an acute angled portion or an obtuse angled portion. In 
addition, the cause of the sliding movement is only a design choice as long as the 
locking mechanism properly locks the suture by rotating the non-locked position to the 
locked position. 

Therefore, it would have been obvious to combine Nash et al and Goble et al 
with Evans et al to obtained the invention as specified in the instant claims. 
7. Claims 42, 49-52, 54, 56-59, and 62 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Evans et al (US Pat. No.: 5,681,334) in view of Nash et al (US 
Pat. No.: 5,662,681 ) and Goble et al (US Pat. No.: 5,702,397) and further in view of 
Schwartz et al (US Pat. No.: 6,293,961). 

In regard to Claims 42, 49-52, 54, 56-59, and 62, Evans et al in view of Nash et 
al and Goble et al discloses all the limitations of the claims except claimed structures of 
the housing which serves as part of locking mechanism. 

However, Schwartz et al teaches a vascular closure assembly, comprising: a 
housing (60), the housing comprises at least a first hole (the conical hole of 60, Fig. 7) 
corresponding to the first position and at least a second hole (the cylindrical hole of 60) 
corresponding to the second position; and a locking device or inner housing assembly 
(20), the locking device or inner housing assembly comprises at least a tab (34); 
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wherein the housing comprises sidewalls (Fig. 7), such that sidewalls provide angle 
inwards from at least the first hole to at least the second hole; wherein the inward slope 
of the sidewalls provides a compressive force on the locking device tending to cause 
the plurality of mating surfaces to move toward each other; wherein the locking device is 
made of a bio-resorbable material (Col. 2, lines 24-31). 

Applicant should be noted that it is only a design choice and within one of 
ordinary skill in the art to modify the vascular closure assembly of Evan et al in view of 
Nash et al and Goble et al to include the suture locking mechanism as taught by Goble 
et al. It would have been obvious to have applied any of the various suture locking 
mechanisms or device as taught by Goble et al instead of that disclosed by Evans in 
view of Nash et al and Goble et al, as merely an obvious alternative suture locking 
mechanism or device capable of performing the same task in the same manner as 
Evans's in view of Nash et al and Goble et al. The motivation/suggestion for having the 
locking device to be made of a bio-resorbable material would have been to have the 
body to degrade the material without performing another surgery to remove the device. 
8. Claim 53 is rejected under 35 U.S.C. 103(a) as being unpatentable over Evans et 
al (US Pat. No.: 5,681 ,334) in view of Nash et al (US Pat. No.: 5,662,681 ), Goble et al 
(US Pat. No.: 5,702,397) and Schwartz et al (US Pat. No.: 6,293,961), as applied to 
claim 50 above, and further in view of Bonutti et al (US Pat. No.: 6,159,234). 

In regard to Claim 53, Evans et al in view of Nash et al, Goble et al, and 
Schwartz et al discloses all the limitations of the claims but fails to disclose that the 
expansion of the collagen provides a force that tends to seat the at least one mating 
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surface and the at least one lower surface. However, Bonutti et al discloses a suture 
locking mechanism that locks a suture by a force that tends to seat the at least one 
mating surface and the at least one lower surface (Fig. 20). By modifying vascular 
closure assembly of Evans et al in view of Nash et al, Goble et al, and Schwartz et al to 
include the suture locking mechanism of Bonutti et al, the collagen of Evan et al would 
be able to provide a force that tends to seat the at least one mating surface and the at 
least one lower surface. Applicant should be noted that it is only a design choice and 
within one of ordinary skill in the art to modify the vascular closure assembly of Evan et 
al in view of Nash et al, Goble et al, and Schwartz et al to include the suture locking 
mechanism as taught by Bonutti et al. It would have been obvious to have applied any 
of the various suture locking mechanisms or device as taught by Bonutti et al instead of 
that disclosed by Evans, as merely an obvious alternative suture locking mechanism or 
device capable of performing the same task in the same manner as Evans's. 

Response to Arguments 

9. Applicant's arguments filed on 1 1/07/2008 have been fully considered but they 
are not persuasive. The allegation on page 24-27 of the remarks that Goble does not 
teach a locking device having wedge shaped portion is incorrect. The cylinder 107 
Goble clear shows wedge shaped portion (the gear unit on the outer surface of 107) 
having triangular cross-sectional area (Fig. 18). 

Conclusion 

1 0. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JING OU whose telephone number is (571)270-5036. 
The examiner can normally be reached on M-F 7:30am - 5:00pm, Alternative Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Uyen (Jackie) T Ho can be reached on (571)272-4696. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

JO 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



